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MNpegncnosne

1 PABPABOTAH HekommepyeckuM napTHEPCTBOM «KoopAuHaLMOHHO-MH(OPMALVOHHBIA LEHTP CO-
AelcTBMA NpeanpuaTUAM No Bonpocam 6e30MacHOCTM XMMUYECKOn npogykuuu» npu yyactum OO0 «LleHTp
NPOMbILLEHHOW BUOTEXHOIOMTMN UMEHN KHATMHK E.P JalikoBoii»

2 BHECEH TexHuyeckumMm KOMUTETOM Mo cTaHdaptusauun TK 326 «bnotexHonornm»

3 YTBEPX/IEH W BBEAEH B AEWCTBUE MNpukasom depepasnibHOro areHTcTBa Mo TEXHUYECKOMY
perynMpoBaHuio 1 MeTposiorumn ot 9 Hoss6ps 2016 r. No 1649-cT

4 BBEJEH BINEPBbIE

5 MEPEN3OAHUE. MapT 2020 r.

MpaBuna NpYMeHeHNs HACTOSALLEro cTaH4apTa YyCTaHoB/EHbl B cTaTbe 26 ®eaBpasnbiioro 3akoHa
0T 29 nioHA 2015 1. Ne 162-93 «O cTaHgapTm3auum B Poccuiickoin ®egepauun». NHpopmauns 06 nsmene-
HMAX K HACTOSILLEMY CTaHAap Ty Ny6/MkyeTCs B eXerofHoM (Mo cocTOosHMI0 Ha 15HBaps TeKyLlero roga)
NHOpPMaLMOHHOM yKa3aTene «HaumoHasibHble CTaHAapThbi». a ouumnanbHblil TEKCT U3MEHeHW n nonpa-
BOK — B €XXeMeCA4YHOM MHhopMaLnOHHOM yka3aTene «HauuoHanbHble cTaHgapThi». B cnyyae nepecmoT-
pa (3aMeHbl) WM 0TMEHbI HACTOSLEro CTaHjapTa COOTBETCTBYLee YBeJOM/IeHNe 6yaeT ony6nko-
BaHO B 6/1vKaiiLLeM BbIMyCKe eXeMeCcAa4YHOro nHhopMaLMoHHOT 0 yka3aTens «HaumoHanbHble CTaHAapThbi».
CooTBeTCTBYyWLWas nHopmaums, yBeLoMAeHNe N TEKCTbl pasMeLllalnTCca Takke B MH(OPMaLNOHHOM
cMcTeme 06LLEero nNob3oBaHUss — Ha oouunanbHOM caiiTe defepanbiloro areHTcTBa N0 TEXHUYECKOMY
perynupoBaHuio 1 MeTposiorun B ceTu MIHTepHeT (mvw.gost.ru)

© CrtaHpapTuHdopM, odopmaeHmne. 2016. 2020

HacToAwwmit ctaHaapT He MOXEeT GbITb MOMIHOCTLIO M/IM YaCTUYHO BOCNPOM3BEEH, TUPAXUPOBaH U pac-
MPOCTPaHEH B KAUeCTBe OULMASILHOTO N3aaHus 6e3 paspelleHnst defepasibHOro areHTCTBa No TeXHNYEeCcKo-
My PerynupoBaHuio 1 MeTposiorm
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HALUMWOHANBbHBLIMN CTAHOAPT POCCUMUCKOW SGELEPALWUMU

NMPEMNAPATblI YEPMEHTHbIE
MpaBusia NnpremMku u metToAbl oT6opa nNpo6

Enzyme preparations.
Rules of acceptance and methods of sampling

fata eBegeHns — 2017—05—01

1 O6nacTb NPUMeEHeHUs

HacToawwii cTaHAapT pacnpocTpaHseTcs Ha TeXHUYECKME U OYMLLEeHHble (hepMeHTHble npenapartbi
MVKPOGHOTO NMPOUCXOXAEHNS U yCTaHaBNMBAET NpaBuia Npuemkn 1 MeToabl 0T6opa npoo.

2 HopmaTtunBHbIe CCbISIKA

B HacTosiwem cTaHfapTe MCMO/ib30BaHa HOPMAaTUBHASA CCbIIKa Ha CeAyloLwuii MexrocyaapCcTBeHHbIi
cTaHAapT:

FOCT 18321 CTtaTUCTMYECKMII KOHTPO/b KayecTBa. MeTogbl cny4valiHOro otbopa BblGOPOK LUTYYHOW
npoAayKLmn

N pumeyaHune — MNpn NoNbL30OBAHUN HACTOSALMM CTaHAAPTOM Lieslecoo6pa3HO NPOBEPUTL AeiCTBUNE CChINOYHbIX
CTaH4apToB B MHDOPMALMOHHOI cucTEME 06LLErO NOMb30BaHUS — Ha ohuLManbHOM caiiTe defepanbHOro areHTcTea no
TEXHUYECKOMY PeryimpoBaHuio U METPOIOrUK B CeT VIHTEPHET WKW N0 eXerofHoMy MHGopMaLoHHOMY ykasaTesnto «(Ha-
LMOHasbHbIE CTaHAAPTLI#, KOTOPbIV ONy6MKOBAH NO COCTOSIHWIO Ha 1 iHBaps TeKyLLero roga, v no Bbinyckam exemecsy-
HOro MHHOPMAaLMOHHOTO ykasaTens «HaunoHanbHble CTaHAapTbl» 3a TekywWwuii rog. Ecnu 3aMeHeH CCbINOYHbIA CTaHaapT,
Ha KoTOpbIli AaHa HefaTUpoBaHHAs CCblfKa, TO PEKOMEHAYETCS UCNoMb30BaTh AENCTBYIOLLYI0 BEPCUIO 3TOTO cTaHhapTa
C Y4YeTOM BCeX BHECEHHbIX B [laHHYI0 BEPCUI0 U3MEHEeHWIA. ECnn 3aMeHeH CCbIIOYHbIN CTaHAAPT, Ha KOTOpbIA AaHa faTu-
poBaHHas CCblnka, TO PEKOMeHAYeTCsl UCNO/b30BaTh BEPCUI 3TOTO CTaHAAPTa C YKa3aHHbIM Bbllle rOf0M YTBEPXKAEHUS
(NpuHATKSA). ECcnn nocne yTBEPX/AEHUA HACTOSLWEro cTaHAapTa B CCbIIOYHbIA CTaHAaPT, Ha KOTOpbI AaHa faTupoBaHHas
CCblNIKa, BHECEHO M3MEHEHWE, 3aTparmBatolLee NONOXEHNE, HA KOTOPOE AaHa CChlfKa, TO 3TO NOMOXEHNE PEKOMEHAYETCS
npUMeHATL 6e3 yyeTa faHHOT0 N3MEHEHUA. ECnn CCbINoYHbI cTaHAapT OTMEHeH 6e3 3aMeHbl, TO NOI0XeHNe, B KOTOPOM
[laHa ccblfika Ha HEro, PeKOMeHAyeTCsl NPUMEHSATL B YACTU, He 3aTparnBatoLLeil 3Ty CChlky.

3 lNpaBuna npnemkm

3.1 ®depmeHTHble npenapaTbl NPUHUMAOT NapPTUAMMN.

3.2 MapTueit cunTaloT OAHOPOAHBIE MO PU3NKO-XMMUYECKUM 1 BUOXMMMYECKUM nokasaTensm hepmeHT-
Hble npenapaTbl, 0OhOPM/IEHHbIE OJHUM JOKYMEHTOM O KayecTBse.

3.3 BAOKYMeHTe 0 kauyecTBe A0/KHbl ObITb yka3aHbl:

- HauMmeHoBaHuWe NpeanpusATUA-U3rOTOBUTENS U TOBAPHbIN 3HaK:

- HavMeHoBaHWe NpoaykTa,;

- HOMep napTuu:

- KOMIM4YecTBO MeCT B napTuu,

- [aTa BblpaboTKu;

- rokasaTenu KavyecTsa,

- [aTta Bblgayn [JOKyMeHTa.

M3paHue oduymansHoe
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3.4 [lna KoHTpona KayecTBa PepMEHTHOro npenapara 0T6op ynakoBOYHbIX eAVNHUL, B BbIGOPKY NMPOBO-
AT METofoM cnyyaiiHoro ot6opa no MOCT 18321 B cooTBETCTBUM C Tabnmuen 1.

Tab6nunuya 1— Hopmbl BbIGOPKM OT 06LLEr0 KONMYECTBA YNAKOBOUYHbIX eANHNL,

O6beM napTuv hepMEHTHOTO Npenapara ynakoBo4Has eguHuLa O6beM BbIGOPKK, YNakoBOYHAA eAvHMLA

OT2p0 15 2

» 16 » 25 3

» 26 » 90 5

» 91» 150 8

» 151 » 500 13

» 501 » 1200 20

Ce. 1200 32

3.5 Mpu nonyyeHnn HeynoBNETBOPUTE/IbHbLIX Pe3y/ibTaToB MCMbITaHMA XOTA 6bl NO OAHOMY U3 NOKa-

3aTenieil NPOBOAST MOBTOPHbIE MCMbITAHUA HA YABOEHHOW BblGOpKe. Pe3ynbTaTbl MOBTOPHbLIX MCHbITAHUIA
pacnpocTpaHsTCs Ha BCIO NapTuio.

4 MeTtop oTbopa npob

4.1 V13 kaxpoii 0TO6paHHO ynakoBOYHOM eAuHULLbI OTOMPatOT ToYeyHyo Npoby. Mpo6o0T6OPHUK aBTo-
MaTu4yeckuii N0 HOPMaTUBHO-TEXHUYECKON AOKYMeHTaLuN.

4.2 ToueuHble Npobbl 0TOMpatoT ANs:

- KOHLEHTPMPOBaHHbIX (DEPMEHTHbIX NpenapaToB 1 NPenapartoB, MOYYEHHbIX Ha PacnbIIMTENbHON Cy-
LUIKIKe NPV NOMOLLM CNeLMasibHOTO MELLOYHOTO Lyna, NOrpyXaemMoro Ha BC ry6uUHY eAnHNLbl YNakoBK/ No
BEepTUKabHOM ocu;

- (hepMeHTHbIX NpenapaToB B BUAE YyNapeHHbIX CMPOMNoB noc/e TwareslbHoro nepemMellnsaHns npo6o-
OTGOPHUKOM. NOTrPYXaembIM Ha BCHO FNyOVHY euHULbI YNaKoBKU MO BEPTUKaIbHON OCU.

4.3 OTO6paHHbIe ToUeyHble NPOo6bl COEAUHAIOT BMECTE U NOJyYaloT 06befMHEHHYI0 NPoby ANA:

- KOHLEHTPMPOBaHHbIX (DEPMEHTHbIX NPENnaparToB 1 NpenapartoB, MOYYEHHbIX HA PacnbIIMTENbHON Cy-
Lnske, Maccoi He meHee 150 T,

- ynapeHHbIX CUpPONOB — He MeHee 1AM3;

- CYyXUX KyNbTyp — He meHee 1 kr,

- rpaHynMpoBaHHbIX NpenapaTtoB — He MeHee 1 K.

4.4 O6befnHeHHble NPo6bl TLATE/IbHO NepemMeLlLnBaloT, AeNAT KBapToBaHWEM Ha [iBe YacTu 1 nomella-
0T B CYyXM€ YUCTble CTEKNAHHbIE 6AHKM C NPUTEPTLIMX NPOGKaAMU WU MONNITU/IEHOBbIE MELLIOYKU, KOTopble
3aTeM 3anavBaior.

OpHy 6aHKy Mnu Melloyek nepejatoT B 1abopaTtopuio 418 NpoBeAeHNs MUKPOBMOIOrnYeckoro n usn-
KO-XMMWYECKOro aHaIN30B; APYryto 6aHKy WM MeLloYek XpaHAaT B TeyeHune 1 rofa — A1 OUYMLLLEHHbIX Npe-
napartoB; 6 Mec — AN TeXHWYecknx npenaparos; 3 Mec — A/19 CUPONOB.

4.5 Ha kaxayto 6aHKy nim meLuoyek ¢ Npoboii HakensatT 3TUKETKY C yKasaHeM:

- HaMMeHOBaHus npenapara;

- JaTbl BbIpaboTKM.

- HOMepa napTuu;

- Aartbl oT6opa npoobbl:

- obLiero koaimyecTsa eAnHUL, YNakoBK.

- Maccbl HeTTO NapTuu;

- [AO/DKHOCTU 1 noAnucy nuua, otobpasLuero npoody.
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YAK 577.152.0:006.354 OKC 65.120

KnioueBble cioBa: npenapatbl (hepMeHTHbIE, NapTus, BbIGOPKA, NPo6bI, KBapToBaHUe
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